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§812.64

§812.64 IRB’s continuing review.

The IRB shall conduct its continuing
review of an investigation in accord-
ance with part 56.

[46 FR 8957, Jan. 27, 1981]
§812.65 [Reserved]

§812.66 Significant risk device deter-
minations.

If an IRB determines that an inves-
tigation, presented for approval under
§812.2(b)(1)(ii), involves a significant
risk device, it shall so notify the inves-
tigator and, where appropriate, the
sponsor. A sponsor may not begin the
investigation except as provided in
§812.30(a).

[46 FR 8957, Jan. 27, 1981]

Subpart E—Responsibilities of
Investigators

§812.100 General responsibilities of in-
vestigators.

An investigator is responsible for en-
suring that an investigation is con-
ducted according to the signed agree-
ment, the investigational plan and ap-
plicable FDA regulations, for pro-
tecting the rights, safety, and welfare
of subjects under the investigator’s
care, and for the control of devices
under investigation. An investigator
also is responsible for ensuring that in-
formed consent is obtained in accord-
ance with part 50 of this chapter. Addi-
tional responsibilities of investigators
are described in subpart G.

[45 FR 3751, Jan. 18, 1980, as amended at 46
FR 8957, Jan. 27, 1981]

§812.110 Specific responsibilities of in-
vestigators.

(a) Awaiting approval. An investigator
may determine whether potential sub-
jects would be interested in partici-
pating in an investigation, but shall
not request the written informed con-
sent of any subject to participate, and
shall not allow any subject to partici-
pate before obtaining IRB and FDA ap-
proval.

(b) Compliance. An investigator shall
conduct an investigation in accordance
with the signed agreement with the
sponsor, the investigational plan, this
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part and other applicable FDA regula-
tions, and any conditions of approval
imposed by an IRB or FDA.

(c) Supervising device use. An investi-
gator shall permit an investigational
device to be used only with subjects
under the investigator’s supervision.
An investigator shall not supply an in-
vestigational device to any person not
authorized under this part to receive
it.

(d) Financial disclosure. A clinical in-
vestigator shall disclose to the sponsor
sufficient accurate financial informa-
tion to allow the applicant to submit
complete and accurate certification or
disclosure statements required under
part 54 of this chapter. The investi-
gator shall promptly update this infor-
mation if any relevant changes occur
during the course of the investigation
and for 1 year following completion of
the study.

(e) Disposing of device. Upon comple-
tion or termination of a clinical inves-
tigation or the investigator’s part of an
investigation, or at the sponsor’s re-
quest, an investigator shall return to
the sponsor any remaining supply of
the device or otherwise dispose of the
device as the sponsor directs.

[45 FR 3751, Jan. 18, 1980, as amended at 63
FR 5253, Feb. 2, 1998]

§812.119 Disqualification of a clinical
investigator.

(a) If FDA has information indicating
that an investigator (including a spon-
sor-investigator) has repeatedly or de-
liberately failed to comply with the re-
quirements of this part, part 50, or part
56 of this chapter, or has repeatedly or
deliberately submitted to FDA or to
the sponsor false information in any
required report, the Center for Devices
and Radiological Health, the Center for
Biologics Evaluation and Research, or
the Center for Drug Evaluation and Re-
search will furnish the investigator
written notice of the matter com-
plained of and offer the investigator an
opportunity to explain the matter in
writing, or, at the option of the inves-
tigator, in an informal conference. If
an explanation is offered and accepted
by the applicable Center, the Center
will discontinue the disqualification
proceeding. If an explanation is offered
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